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21 CFR Ch. I (4–1–98 Edition)§ 558.515

Sections Affected in the Finding Aids sec-
tion of this volume.

§ 558.515 Robenidine hydrochloride.

(a) Approvals. Type A medicated arti-
cles: 30 grams per pound to 000004 in
§ 510.600(c) of this chapter.

(b) Special considerations. Type C feed
containing robenidine hydrochloride
must be fed within 50 days from the
date of manufacture. Do not use in
Type B or Type C medicated feeds con-
taining bentonite.

(c) Related tolerances in edible prod-
ucts. See § 556.580 of this chapter.

(d) Conditions of use. It is used in feed
for chickens as follows:

(1) For broiler and fryer chickens—(i)
Amount per ton. Robenidine hydro-
chloride, 30 grams (0.0033 percent).

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. mivati, E. brunetti, E. tenella, E.
acervulina, E. maxima, and E. necatrix.

(b) Limitations. Do not feed to layers;
feed continuously as the sole ration;
withdraw 5 days prior to slaughter.

(ii) Amount per ton. Robenidine hy-
drochloride, 30 grams (0.0033 percent)
plus roxarsone, 22.5–45.4 grams (.005
percent).

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. mivati, E. brunetti, E. tenella, E.
acervulina, E. maxima, and E. necatrix
and increased rate of weight gain.

(b) Limitations. Do not feed to layers;
feed continuously as the sole ration;
withdraw 5 days prior to slaughter; as
sole source of organic arsenic.
Roxarsone provided by No. 046573,
§ 510.600(c) of this chapter.

(iii) Amount per ton. Robenidine hy-
drochloride, 30 grams (0.0033 percent)
plus chlortetracycline, 100 to 200
grams.

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. mivati, E. brunetti, E. tenella, E.
acervulina, E. maxima, and E. necatrix;
control of infectious synovitis caused
by Mycoplasma synoviae susceptible to
chlortetracycline.

(b) Limitations. Withdraw 5 days prior
to slaughter; do not feed to chickens
producing eggs for human consump-
tion; feed continuously as sole ration
up to 14 days.

(iv) Amount per ton. Robenidine hy-
drochloride, 30 grams (0.0033 percent)
plus chlortetracycline, 200 to 400
grams.

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. mivati, E. brunetti, E. tenella, E.
acervulina, E. maxima, and E. necatrix;
control of chronic respiratory disease
(CRD) and air sac infection caused by
M. gallisepticum and E. coli susceptible
to chlortetracycline.

(b) Limitations. Withdraw 5 days prior
to slaughter; do not feed to chickens
producing eggs for human consump-
tion; feed continuously as sole ration
up to 14 days.

(v) Amount per ton. Robenidine hydro-
chloride, 30 grams (0.0033 percent) plus
chlortetracycline, 500 grams.

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. mivati, E. brunetti, E. tenella, E.
acervulina, E. maxima, and E. necatrix;
as an aid in the reduction of mortality
due to E. coli susceptible to chlortetra-
cycline.

(b) Limitations. Withdraw 5 days prior
to slaughter; do not feed to chickens
producing eggs for human consump-
tion; feed continuously up to 5 days.

(vi) Amount per ton. Robenidine hy-
drochloride, 30 grams (.0033 percent)
plus bacitracin, 4 to 50 grams (as zinc
bacitracin).

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. mivati, E. brunetti, E. tenella, E.
acervulina, E. maxima, and E. necatrix,
and: in the presence of 4 to 30 grams
per ton of bacitracin, for increased rate
of weight gain; in the presence of 27 to
50 grams per ton of bacitracin, for im-
proved feed efficiency.

(b) Limitations. Feed continuously as
sole ration; do not feed to laying chick-
ens; withdraw 5 days prior to slaughter;
as zinc bacitracin provided by Nos.
000004, 000061, and 046573 in § 510.600(c) of
this chapter.

(vii) Amount per ton. Robenidine hy-
drochloride, 30 grams (.0033 percent)
plus bacitracin, 4 to 50 grams (as baci-
tracin methylene disalicylate).

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. mivati, E. brunetti, E. tenella, E.
acervulina, E. maxima, and E. necatrix,
and: in the presence of 4 to 30 grams
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per ton of bacitracin, for increased rate
of weight gain; in the presence of 27 to
50 grams per ton of bacitracin, for im-
proved feed efficiency.

(b) Limitations. Feed continuously as
sole ration; do not feed to laying chick-
ens; withdraw 5 days prior to slaughter;
as bacitracin methylene disalicylate
provided by No. 046573 in § 510.600(c) of
this chapter.

(viii) Amount per ton. Robenidine hy-
drochloride, 30 grams (0.0033 percent)
plus lincomycin, 2 grams.

(a) Indications for use. For increase in
rate of weight gain and improved feed
efficiency and as an aid in prevention
of coccidiosis caused by E. mivati, E.
brunetti, E. tenella, E. acervulina, E.
maxima, and E. necatrix.

(b) Limitations. Do not feed to laying
hens; feed continuously as the sole ra-
tion; withdraw 5 days before slaughter;
lincomycin as provided by No. 000009,
§ 510.600(c) of this chapter; approval for
this combination granted to No. 000009
as identified in § 510.600(c) of this chap-
ter.

(2) For broiler chickens—(i) Amount per
ton. Robenidine hydrochloride, 30
grams (0.0033 percent) plus oxytetra-
cycline, 400 grams.

(ii) Indications for use. As an aid in
the prevention of coccidiosis caused by
Eimeria mivati, E. brunetti, E. tenella, E.
acervulina, E. maxima, and E. necatrix;
control of CRD and air sac infection
caused by Mycoplasma gallisepticum and
Escherichia coli susceptible to oxytetra-
cycline.

(iii) Limitations. Feed continuously
for 7 to 14 days; do not feed to chickens
producing eggs for human consump-
tion; withdraw 5 days before slaughter;
do not use in feeds containing benton-
ite; feed must be used within 50 days of
manufacture; oxytetracycline as pro-
vided by No. 000069 of this chapter.

[40 FR 13959, Mar. 27, 1975, as amended at 40
FR 33444, Aug. 8, 1975; 40 FR 39859, Aug. 29,
1975; 41 FR 1062, Jan. 6, 1976; 41 FR 28514, July
12, 1976; 41 FR 53002, Dec. 3, 1976; 51 FR 7400,
Mar. 3, 1986; 52 FR 2686, Jan. 26, 1987; 53 FR
20843, June 7, 1988; 55 FR 8461, Mar. 8, 1990; 57
FR 8578, Mar. 11, 1992; 61 FR 18082, Apr. 24,
1996; 61 FR 35956, July 9, 1996; 61 FR 51593,
Oct. 3, 1996; 62 FR 61626, Nov. 19, 1997; 62 FR
66986, Dec. 23, 1997]

§ 558.530 Roxarsone.
(a) Approvals. Type A medicated arti-

cles: (1) 10, 20, and 50 percent to 046573
in § 510.600(c) of this chapter for use as
in paragraph (d)(1) of this section.

(2) 10, 20, 50, and 80 percent to 046573
in § 510.600(c) of this chapter for use as
in paragraphs (d)(1), (d)(2), (d)(3), and
(d)(4) of this section.

(b) Related tolerances. See § 556.60 of
this chapter.

(c) NAS/NRC status. The conditions of
use are NAS/NRC reviewed and found
effective. NADA’s for these uses need
not include effectiveness data as speci-
fied by § 514.111 of this chapter, but
may require bioequivalency and safety
information.

(d) Conditions of use—(1) Growing
chickens and growing turkeys—(i) Grams
per ton. Roxarsone 22.7 and 45.4 (0.0025
to 0.005 percent).

(ii) Indications for use. For increased
rate of weight gain, improved feed effi-
ciency, and improved pigmentation.

(iii) Limitations. Withdraw 5 days be-
fore slaughter; as sole source of organic
arsenic; drug overdose or lack of water
may result in leg weakness; feed con-
tinuously throughout growing period.

(2) Growing chickens—(i) Grams per
ton. Roxarsone, 22.7 to 45.4 (0.0025 to
0.005 percent) plus chlortetracycline, 10
to 50.

(A) Indications for use. For increased
rate of weight gain, improved feed effi-
ciency, and improved pigmentation.

(B) Limitations. Do not feed to chick-
ens producing eggs for human con-
sumption; withdraw 5 days before
slaughter; as sole source of organic ar-
senic; drug overdose or lack of water
may result in leg weakness; feed con-
tinuously throughout growing period.

(ii) Grams per ton. Roxarsone 22.7 to
45.4 (0.0025 to 0.005 percent) plus chlor-
tetracycline, 100 to 200.

(A) Indications for use. For increased
rate of weight gain, improved feed effi-
ciency, and improved pigmentation;
control of infectious synovitis caused
by Mycoplasma synoviae susceptible to
chlortetracycline.

(B) Limitations. See paragraph
(d)(2)(i)(B) of this section except feed
continuously for 7 to 14 days.

(iii) Grams per ton. Roxarsone 22.7 to
45.4 (0.0025 to 0.005 percent) plus chlor-
tetracycline, 200 to 400.
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